
      

                    Safety and Toxicity of Antiretroviral Medications

Generic Name Brand 
Name

Manufacturer 
Name

Approval 
Date AIDSinfo  Drug Information

FDA Information: Public 
Health Advisory Letters; 

Labeling Changes

Non-nucleoside Reverse Transcriptase Inhibitors (NNRTIs)

Delavirdine, DLV  Rescriptor Pfizer 4-Apr-97 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0166

Efavirenz, EFV Sustiva Bristol Myers-Squibb 17-Sep-98 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0269

http://www.fda.gov/oashi/aids/listserve/lis
tserve2004.html#susrevis

Nevirapine, NVP Viramune Boehringer Ingelheim 21-Jun-96 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0116

http://www.fda.gov/cder/drug/advisory/
Nevirapine.htm

Nucleoside Reverse Transcriptase Inhibitors (NRTIs)

Abacavir, ABC Ziagen GlaxoSmithKline 17-Dec-98 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0257

Abacavir, Lamivudine Epzicom GlaxoSmithKline 2-Aug-04 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0407

Abacavir, Zidovudine, 
and Lamivudine Trizivir GlaxoSmithKline 14-Nov-00 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0325

Didanosine, ddI, 
dideoxyinosine

Videx, Videx 
EC Bristol Myers-Squibb 9-Oct-91 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0016
http://www.fda.gov/oashi/aids/listserve/
listserve2002.html#vidx

Emtricitabine, FTC Emtriva, 
Coviracil Gilead Sciences, Inc. 2-Jul-03 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0208
http://www.fda.gov/oashi/aids/listserve/
listserve2003.html#emtrivapprov

Emtricitabine, 
Tenofovir DF Truvada Gilead Sciences, Inc. 2-Aug-04 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0406

Lamivudine, 3TC Epivir GlaxoSmithKline 17-Nov-95 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0126

Lamivudine, 
Zidovudine Combivir GlaxoSmithKline 27-Sep-97 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0285

Stavudine, d4T Zerit Bristol Myers-Squibb 24-Jun-94 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0043

Tenofovir DF, TDF Viread Gilead Sciences, Inc. 26-Oct-01 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0290

http://www.fda.gov/oashi/aids/listserv/bm
s.pdf;  
http://www.fda.gov/oashi/aids/listserve/lis
tserve2003.html#vlabel

Zalcitabine, ddC Hivid Hoffmann-La Roche 19-Jun-92 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0015

Zidovudine, AZT, 
ZDV Retrovir GlaxoSmithKline 19-Mar-87 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0004

Page 1 of 2
Reviewed 

October 21, 2005

A Service of  the U.S. Department of 
Health and Human Services 

http://www.fda.gov/cder/drug/advisory/Nevirapine.htm
http://www.fda.gov/oashi/aids/listserv/bms.pdf
http://www.fda.gov/oashi/aids/listserve/listserve2004.html
http://www.fda.gov/oashi/aids/listserve/listserve2002.html
http://www.fda.gov/oashi/aids/listserve/listserve2003.html
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0004
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0015
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0290
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0043
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0285
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0126
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0406
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0208
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0016
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0325
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0407
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0257
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0116
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0269
http://www.aidsinfo.nih.gov/drugs/htmldrug_tech.asp?int_id=0166


                  Safety and Toxicity of Antiretroviral Medications  (continued)

Generic Name Brand 
Name

Manufacturer 
Name

Approval 
Date AIDSinfo  Drug Information

FDA Information: Public 
Health Advisory,"Dear Health 

Care Provider" Letters, 
Labeling Changes

Protease Inhibitors

Amprenavir, APV Agenerase
GlaxoSmithKline, 
Vertex 
Pharmaceuticals

15-Apr-99 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0258

http://www.fda.gov/oashi/aids/listserve/
listserve2002.html#agen

Atazavavir, ATV Reyataz Bristol Myers-Squibb 20-Jun-03 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0314

http://www.fda.gov/oashi/aids/listserve/
listserve2004.html#rey; 
http://www.fda.gov/oashi/aids/listserve/
listserve2003.html#june20

Fosamprenavir, FPV Lexiva
GlaxoSmithKline, 
Vertex 
Pharmaceuticals

20-Oct-03 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0337

Indinavir, IDV Crixivan Merck 13-Mar-96 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0233

http://www.fda.gov/oashi/aids/listserve/
listserve2004.html#crixi

Lopinavir,  ritonavir, 
LPV/r Kaletra Abbott Laboratories 15-Sep-00 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0316
http://www.fda.gov/oashi/aids/listserve/
listserve2004.html#kaleetra

Nelfinavir, NFV Viracept Agouron 
Pharmaceuticals 14-Mar-97 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0263

Ritonavir, RTV Norvir Abbott Laboratories 1-Mar-96 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0244

http://www.fda.gov/oashi/aids/listserve/
listserve2003.html#ritonlabel

Saquinavir, SQV Fortovase,        
Invirase Hoffmann-La Roche 11/07/1997 

12/06/1995
http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0164

http://www.fda.gov/medwatch/SAFET
Y/2005/Saquinavir-
Rifampin_deardoc_Feb05.pdf

Tipranavir (TPV), Aptivus Boehringer Ingelheim 22-Jun-05 http://www.aidsinfo.nih.gov/drugs/h
tmldrug_tech.asp?int_id=0351

Fusion Inhibitors

Enfuvirtide, T-20 Fuzeon Hoffmann-La Roche 
& Trimeris 13-Mar-03 http://www.aidsinfo.nih.gov/drugs/h

tmldrug_tech.asp?int_id=0306
http://www.fda.gov/oashi/aids/listserve/
listserve2003.html#enfuv
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